Pa3spa6oTKa n KoHTponb BakuuH ot COVID-19

BakuwmHbl ot COVID-19 6e3onacHbl 1 3pdeKTUBHbI. [lecaTuneTns nccnefoBaHnin Ana co3fgaHns Apyrux BakLUH NOMOTN yYeHbIM 6bICTPO pa3paboTtaTb
BakUMHbI oT COVID-19. 3aTem uccnefoBaTtenu TWATeIbHO MPOBEPWN BaKUMHbI B TaK Ha3bIBa€MbIX KIMHUYECKMX UCMbITAaHWAX, HE MpeHebperas
HUKaK1MMK NpoBepKammn 6e3onacHocTy. Kaxkaaa BakLUyHA NPOXOAUT HECKOMbKO 3TanoB KNNHUYECKMX UCTbITaHWIA.

3a KNMHMYECKUMW UCMIbITAaHUAMW NPUCTaNbHO HabnoaatoT YnpasneHre No CaHNTapHOMY HaA30pPY 3a KaUeCTBOM NULLEBbIX MPOAYKTOB U MEANKAMEHTOB
(U.S. Food and Drug Administration, FDA) 1 coBeT no KOHTponto 6e30MacHOCTK, HE3aBUCKMAA rpyna, KOTopasa MOMOraeT CieAnTb 3a 6e30MacHOCTbIO
YUYaCTHMKOB, @ TaKXKe TOYHOCTbIO 1 MOSTHOTOW cobrpaemon nHpopmaumn. CoBeTbl MO KOHTPOIO 6€30MacHOCTV MOTYT PeKOMEHA0BaTb MPMOCTaHOBUTb
U NPeKpaTUTb NCCefOBaHUNE, ECAIN Y HUX BO3HWUKAIOT OMaceHna OTHOCUTESIbHO ero 6e30MacHOCTH.

MepBas ¢pasa Bropas ¢pasa
KNNHNYECKNX » KNMHNYEeCKNX »

ncnbiTaHNN ncnbiTaHNN

Tpetba Ppasa
KJIVHNYeCKNX
ncnbiTaHUN

Paspab6oTtka
BaKLMHbI

L4 BaKLl,I/IHy MNCMbITbIBAKOT Ha
HeCKOJIbKUX COTHAX YeNioBeK
Pa3HbIX BO3PACTOB C Pa3HbIMU

* YyeHble U3yyaloT BUPYC
nnu 6akTepwio, 3aLnTy
OT KOTOPbIX OHW XOTAT

° BaKLlI/IHy NCNbITbIBAKOT Ha
TbiCAYaX YesioBeK.

® BakuyHy MCNbITbIBAOT
Ha HebonblUON rpynne,

npubansnTenbHO * HekoTopble 13 yuacTHVKOB

obecneynTb npu nomowmn
BaKLUWHbI.

® BaKLWHbI CO37al0T
N UCMbITbIBAIOT B
nabopaTopHbIX YCNOBUAX
N HA KNBOTHbIX.

® Ecnun BaKUMHa KaXkeTcs
6e30nacHoOW 1 Bbi3biBaeT
WMMYHHbI OTBET, OHa
MOET ObITb JAOMyLeHa
K nepson dase
KIMHNYECKNX NCMbITaHWIA.

Russian

oT 20 go 100 yenoBek.
® lccnepgoBaTtenu NpoBepPAIOT:
\/ 6e3onacHa nv BakLUMHa

\/ Bbl3bIBa€T JIN OHa
IAMMYHHbIVI OTBET

\/ BblI3blBaET /M OHa NO6OUHbIE
apdeKTbl

® Ecnu BakuMHa OKa3blBaeTcA
6e30nacHoOW 1 Bbi3biBaeT
WMMYHHbI OTBET, NepexogAt
K cnepytowen dase.

COCTOSAHMAMU PU3NUYECKOTO
3[0POBbA N NPUHAZNEXALLNX
K pa3HbIM pacoBbIM 1
STHUYECKMM Fpyrnam.

® WiccnepoBatenu NpoBepsIoT:

+/ Bbi3bIBAET NV BaKLUMHA
cepbe3Hble NOH6OYHble
adpdeKTbl

\/ KaK pearnpyet Ha BakunHy
MMMYHHaA CUCTEMa
Yy4aCTHUKOB

v/ n3meHseTca nu
6e30nacHOCTb UK
3pPeKTUBHOCTb BaKLMHbI
B 3aBMCMMOCTU OT [03bl

® Ecnn BakumMHa OKa3blBaeTCs
6e30MacHo 1 Bbi3blBaeT
CUITbHBI IMMYHHbIV OTBET
y Tex, KTO ee nonyuyaer,

nepexomAr K cnepyoluen dase.

MoJsy4atoT BaKUVMHY, a Apyrue
— nnaueb6o (6e3speaHoe
BeLlecTBO 6e3 aKTUBHbIX
WHrpeaneHToB).

® ccnepoBsartenu n PoBEpPAIOT:

\/ KaK yuyacTHuKnM,
nonyumBLLNE BaKLKHY,
OTNINYAIOTCA OT TEX,

KTOo nonyumn nnaue6o
(Hanpumep, CKONbKO
niofen B Kaxkgou rpynne
3aboneBatoT 60/1e3HbIo,
ANA 3aWMTbl OT KOTOPOW
pa3paboTaHa BaKL1MHa)

+/ HacKoNbKO BaKLMHa
6e3onacHa 1 3¢pdpeKTBHA




PaspelwieHune Ha
nNnpMMeHeHVe BaKLVHbI
nnm ee ogobpeHne

MNpownssoguTtenb MoxeT 3anpocuTb y FDA
pa3speLleHmne Ha SKCTPEHHOE NPUMEHEHME
(emergency use authorization, EUA)
BaKLVHbI U ee ogobpeHne (TNLEH3UI0).

Bo Bpemsa upe3BblyaliHOM cUTyauuu,
Hanpumep, naHaemnn COVID-19,

FDA moxeT BbigaBaTb EUA gna BakymH.
EUA paspeluaeT npumMeHATb BakUNHY
ONnA NpefoTBpaLeHNA CMEPTESIbHO
onacHoro 3aboneBaHus B cjlyyae
OTCYTCTBMA APYINX BaKLMH WX NTeKapCTB.
Bce BakuuHbI, nonyuuswme EUA,
OOJIKHbI NPOWTY TE XKe KNnHn4Yeckmne
WCMNbITaHUA, YTO 1 0A00peHHbIe
BakuuHbl. FDA BbigaeT EUA ana BakuuH,
TONbKO eCnu AaHHble NOKa3blBaloT, UTO
N3BECTHbIE N BO3MOXHble 6/1aroTBOPHbIe
3¢ deKTbl BaKUMHaALMM NepeBeLLnBatoT
M3BECTHbIE N BO3MOXHbIE PUCKMN.
MNpepnonaraeTcs, YTO NPON3BOANTENMN,
nonyuuswwme EUA, ONXHbI 3anpocnTb
NOJTHOLEHHYIO NTNLIeH3MI0 Nocsie 6onee
NPOAOKUTENIbHOIO HabnoaeHNA

3a yYyacTHMKaMm1 NCcreoBaHnin.

-

WNccnepoBaHua 6e3onacHoCTH npoaoNXKakTCA fAaXxKe nocdsie pa3peweHnAa NnpuMeHeHNA BakKUHbl
nnn ee O,El06peHVIFI 1 BO BpeMA €€ NCnosib30BaHUA. Llenbto Taknx nccnegoBaHuim MoXeT 6bITb
NOoNCK l4pe3BbI‘-Ial‘/lIHO peaknx He6J'IaI'0I'IpVIFITHbIX 3(I)¢EKTOB. B CJlydae BbIABJIEHUNA CBA3UN MeXAY
BO3MO>KHbIM MOOOYHbIM 3¢¢GKTOM 11 BaKLUMHOW JOKHOCTHbIE LA CUCTEMDI 06IJ.|,eCTBeHHOI'O
34pPaBOOXpPaHEHNA onpenendaioT, nepeBewINBaloT v 6J'IaFOTBOprIe 3(I)(I)EKTbI BaKLUWMHbI CBA3aHHbIE
C Helo PUCKNH. WHorpa 6biBatoT HYXXHbl U3MEHEHUA peKomeH,qau,MVl no NPUMEHEHWNIO BaKUWHDbI.

KoHcynbTaTVBHBIN COBET MO NpakTMkam nmmyHusaumm (Advisory Committee on Immunization
Practices), rpynna cneurannctoB B 061acT MeanLMHbl 1 06LLeCTBEHHOMO 3ApaBOOXPaHeHNA,
BHOCUT HEOOXOAMMble M3MEHEHNA B PeKOMEHZALMN NO NPYMEHEHMIO BaKLWHbI, ONMPAACH Ha
AaHHble no ee 6e3onacHOCTY 1 3GdEKTUBHOCTU. B uncno cnctem, ncnonb3yembix Ana KOHTPONA
6e30nacHOCTM BaKLWHbI, BXOOAT:

Vaccine Adverse Event Reporting System, VAERS (Cuctema OTUETHOCTI O HeXKenaTesnbHbIX
3¢ PekTax BakymH) — genctayiowtan B CLLUA cuctema paHHero npegynpexxaeHus, Kotopas
cobupaet coobLieHMA 0 BO3MOXHbIX PacCTPONCTBAX 340POBbA Nocse BakuMHaumu. B ciyyae
06HapyXeHNA BO3MOKHOW Npobniembl ee paccmatpusatoT FDA u LieHTpbl no KOHTpornio v
npodunaktuke 3abonesaHmn (Centers for Disease Control and Prevention, CDC).

Vaccine Safety Datalink (MHpopmaLnoHHbI KaHan No 6e30nacHOCT BaKUWH) — CeTb
3 BOCbMM OpraHu3aumin MeguumHckoro obcnyxmeanusa B CLUA, oxsaTbiBatowmx 6onee

24 MUNNNOHOB YesioBek. Micnonb3yeTcs ana NpoBepKM TOro, AENCTBUTENIbHO I BO3MOXHblEe
no6ouHble 3¢ peKTbl, 06HapYKeHHble crucTtemolrt VAERS, Bbi3biBaloOTCA BaKLMHOMN.

Post-Licensure Rapid Immunization Safety Monitoring (BbicTpbiii KOHTpONb
6e30MacHOCTN MMMYHM3aL MK NOCe NNLEeH3MPOBaHNA) — CUCTEMA, MPOBepsAtoLLan
nHbopMaLMIo NPOrpamMmm MeAMNLNHCKOrO CTPAaXOBaHUSA Y PeecTpoB MMMYHM3aLUN

Ha Hanmume coobLieHNI O peaKNX MeAVNLNHCKMX ClyYasX.

Clinical Inmunization Safety Assessment Project (lTpoeKT oueHKN KnnHn4ecko
6e30MacHOCTN MMMYHU3aLMKN) — NPOBOAUT NCCefoBaHNA 6€30NacHOCTY BaKLMHbI
Y MOMOraeT NOoCTaBLYMKaM MeAULMHCKUX YCNYT, UMEOLUM BONPOChl 0 6€30MacHOCTM
NPUMEHEHMNA BaKLMHbI K KOHKPETHbIM NaLeHTaM.

MepepanbHOe NPaBUTENBCTBO MPVHMMAET AOMONHUTENbHbIE MEPbI MO KOHTPOIO BakumH ot COVID-19.
Hanpumep, cuctema v-safe CDC no3BonAeT nosiyyatb OT BaKUMHUPOBAHHbIX MHPOPMALIMIO O MOBOUHbIX
3ddekTax. MnnanoHbl YeIOBEK 3aperncTpupoBaninch B cucteme v-safe n npegoctaBunu nHdopmaLmio
0 TOM, KaK NpoLusia nx BakumMHauums.

AnAa nonyyeHna gononHuTenbHon nHGopmaumm noceTnte nyc.gov/covidvaccine.

PekomeHpauun flenaptameHTa 3gpaBooxpaHeHnst NYC MOryT U3MeHATbCA NO Mepe pa3BUTUSA CUTyauum. 8.5.21 Hea“hm



https://www1.nyc.gov/site/doh/covid/covid-19-vaccines-ru.page

